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Bupo6HUK:

Megainpim FrmbX
LoHHepcbepreer 1

67059 JlioagircxadeH
HimeyunHa
YNoBHOBa}KEHU1 NPeACTaBHUK B YKpaiHi:
TOB "AUMYT"

08621 KuiscbKa obiactb
BacuabKiBCbKMUI paioH
ceno [aHwnniska

ByuUA bnarosiweHcbKka 88

YKpaiHa
Bupib6:
FonKa iH'ekuiiHa (Ous. Jooamok 1 0ns piznux munie)
Knacudikauisn:
Knac lla (MyHwkt 14, [Oogatok 2, TexHiuyHoro
pernameHTy wonao MeONYHNX BMpObiIB,

3atBepgKeHoro [ocraHoBoto KabiHeTy MiHicTpis
YKpaiHu Ne753 Big, 2 »oBTHA 2013 poKy.)

Mpoueaypa ouiHKKM BignoBigHOCTi A0 TexHiYHOro
pernameHty won0 MeAUNYHUX BUpob6iB
3arBepaxeHoro [MocraHoBow KabiHety MiHicTpis
YKpainu N2 753 Big, 2 »koBTHA 2013 poKy:

[opatok Ne6 «MOPAAOOK 3abesneyeHHsA
OYHKLOHYBAHHA CUCTEMM YNPaBAiIHHA AKICTIO Mig Yac
BMPOBHMLTBA MeANYHUX BUPOBIB»

Homep ceptudikara BianoBigHOCTI:
Ne R6M 276 224 B4 Bip 06.01.2026

MpusHayeHM opraH 3 OLLiHKK BignoBigHOCTI Ta ioro
ineHTUdIKauiiHUii Koa:
TOB «YKpaiHcbkuit HaykoBuid IHCTUTYT CepTudikadii»,

UA.TR.137
Q/: UA.TR.137

Meginpim MM6X aeknapye BUKOHaHHA OCHOBHUX BUMOT
uoAo MeauuyHoro BMpoby, 3rigHo [ogatky 1
TexHiYHOro pernameHTy Woao MeauyHux BUpobis,
3atBepayKeHoro loctaHoBoto KabiHeTy MiHicTpis

YKpainu Ne 753 Big, 2 skoBTHA 2013 p. Meannpum MmbX
Hece BiANOBigaNbHICTL 3a iHPOpMaLito, 3a3HaYeHy Y
LeKnapalii npo BiAnoBigHICTb.

DECLARATION OF CONFORMITY
Ne 02-23-MDP Version 4 of 06.01.2026

mediprim

Legal Manufacturer:
Mediprim GmbH
Donnersbergweg 1

67059 Ludwigshafen am Rhein
Germany

Authorized representative in Ukraine:
“AZIMUT” LLC

08621 Kyiv region

Vasylkiv district

Danilivka Village

88 Blagovishchenska Street
Ukraine

Product:
Disposable injection needle, sterile
(see Annex 1 for the different types)

Classification:

Class lla (Clause 14, Annex 2 of technical regulation on
medical devices, approved by Decree of Cabinet of
Ministers of Ukraine Ne753 on October 2nd, 2013)

Conformity Assesment Route according to Technical
regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine N2753 on 2 October
2013:

Annex VI «Production Quality Assurance»

Certificate registration number:
No. R6M 276 224 B4 dated 06.01.2026

Conformity assessment body with its identification
number:
Ukrainian Scientific Institute of Certification LLC, UA.TR.137

@ UA.TR.137

Mediprim GmbH declares the fulfillment of basic
requirements for medical devices, according to Annex 1
of Technical regulations on Medical devices, approved by
Decree of Cabinet of Ministers of Ukraine Ne753 on 2
October 2013. Mediprim GmbH is fully responsible for the
information, specified in the Declaration of conformity.
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DECLARATION OF CONFORMITY v

[eknapauis npo BignoBigHicTb
No. 02-23-MDP Bepcis 4 8i0 06.01.2026 p. Ne 02-23-MDP Version 4 of 06.01.2026 mediprim
Jopatok 1 Annex 1
Ne Homep 3a Haspa meanuHoro Bupo6y Ha Haspa meanuHoro Bupo6y Ha ykpaiHcbKiii MOBi
h KaTaJI0romM aHrjiiicbKiii MOBI
Catalog number Name of medical device in English Name of medical device in Ukrainian
Injection needle, sterile, [onKa iH’eKLiHa , cTepusibHa, KOPOTKUIA 3pi3
1 NE-SB02_4 | short-bevel, 18G 1 %" (1.25 x 40mm) | 18G 1 %" (1.25 x 40 mm (mm))

NEEDLEprim

HIO Tnpim

2 NE-RBO4_4

Injection needle, sterile,
18G 1 %" (1.25 x40 mm)
NEEDLEprim

[onKa iH’eKLUiliHa, CTePUIbHA,
18G 1 %" (1.25x 40 mm (mm))
HIATnpim

3 | NE-RB10_4

Injection needle, sterile,
20G 1 %" (0.9 x 40 mm)
NEEDLEprim

lonKa iH’eKLUiiHa, cTepuabHa,
20G 1 %" (0.9 x 40 mm (mm))
HIO Tnpim

4 | NE-RB13_4

Injection needle, sterile,
21G 1 %" (0.8 x40 mm)
NEEDLEprim

Fo/IKa iH’eKLiiHa, CTepUbHa,
21G 1 %" (0.8 x 40 mm (mm))
HIATnpim

5 | NE-RB16_4

Injection needle, sterile,
22G 1 %" (0.7 x 30 mm)
NEEDLEprim

FonKa iH’eKLiHa, CTEPUNbHA,
22G 1 %" (0.7 x 30 mm (mm))
HIATnpim

6 | NE-RB17_4

Injection needle, sterile,
22G 1 %" (0.7 x 40 mm)
NEEDLEprim

FonKa iH'eKUiiHa, CTEPUIbHA,
22G 1 %" (0.7 x 40 mm (mm))
HIO Inpim

7 NE-RB20_4

Injection needle, sterile,
23G 1 %" (0.6 x 30 mm)
NEEDLEprim

Fo/1Ka iH’eKLiiMHa, CTepUbHa,
23G 1 %" (0.6 x 30 mm (mm))

HIA/Tnpim

8 NE-RB30_4

Injection needle, sterile,
27G %" (0.4 x 13 mm)
NEEDLEprim

Fo/Ka iH’eKLiitHa, cTepU/bHa,
27G %" (0.4 x 13 mm (mm))
HIATnpim

9 | NE-RB34_4

Injection needle, sterile,
30G %" (0.29 x 13 mm)
NEEDLEprim

FonKa iH'eKLiHa, CTEPUbHA,
30G %" (0.29 x 13 mm (mm))
HIO Inpim
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